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SUBJE~ Vaccination Program to Protect Against Anthrax 

1. During its Winter 2002 meeting, the Armed Forces EpidemiioogicJ Board (AFEB) 
was asked by the Assistant Secretary of Defense for Health Afftirs to comment on the 
possible reintroduction of the Anthrax Vaccine Imtnunization Program (AVIP) to protect 
Armed Forces personnel, now that additional Food and Drug A~~i~~~n (FDA) 
approved lots of the vaccine have become available. The Board has had a fongstanding 
interest in force protection against biowarfare agents such as anthrax, and in recent years 
has issued a number of statements concerning use of the vaccine. These previous AFEB 
statements have supported the use of the vaccine when indicated to protect individuals 
being deployed to areas where analysis has determined that there is a credible risk of 
ejcposure to anthrax. 

2. Since these statements were issued, a significant amount of’new information has been 
collected based on the previous experience of the AVER, which inchtdes studies of short- 
and long-term safety and side effects associated with vaccination and both basic and 
applied research studies. The vaccine has also undergone intense scrutiny and review by 
several independent scientific bodies, including the Institute of Medicine of the National 
Academy of Sciences. The Board is cognizant of the issues associated with 
implementation of the total force anthrax immunization program including lack of 
consensus regarding the risk-benefit ratio, concerns about’ vaccine safety and efficacy, 
difficulties tracking vaccine receipt and delivery, and ultimately an in ate supply of 
the vaccine that led to a slow-down of the AVIP. 

3. The Board is impressed with the degree of diligence that has been given to addressing 
the concerns and sharing publicly the findings of research efforts, regardless of whether 
they were supportive of the program. We have seen no data thqt leads us to conclude that 
the vaccine is unsafe when administered according to the package insert. The range of 
reported side effects experienced by recipients of the anthrax vaodne are in line with 
previously published reports and compatible with similar vaccines. There are no 
convincing data demonstrating long-term adverse heahh impacts to recipients of anthrax 
vaccine, although additional, studies am in progress. Data reg+ding efficacy, particularly 
against challenge with aerosolized anthrax spores, are less com$lete EKcause they rely on 
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animal surrogates and,very limited human studies, but there is no reason to believe that 
the vaccine does not offer valuable added protection to persons from any form of anthrax 
exposure. 

4. The events of Autumn 2001 showed that the intentional use of anthrax can cause 
significant morbidity, mortality, and disruption of activities. This recent experience is 
likely to overcome some of the previous opposition to the program should a decision be 
reached to resume vaccination for pbrsonnel in settings where there is a significant risk of 
exposure to anthrax. 

5. The Board recommends the following steps as a means of enhancing the anthrax 
immunization program: 

. -DEVELOP EN-HAWED l?]RocRANs TO ElXJCA’kX ALL ARMED 
FORCES PERSONNEL ANiI TEE GENERAL.PU@LIC A@HJTTHE 
RISKS AND bENEFiTS OF T.EE VACCblE At@ TElE SONS FolR 
THE PROGRAM. 

l MAINTAIN THE CURRE~ VACCINE ~~~G~Y~~~ AND 
CONTINUE TO h$Ol’jlTOR FOR ACIJTE AND LATENT VACCINES 
RELATED b$ORB#D~TY AMONG ~~~~~~ REGEMi THIS 
VACCINE. 

l DEVELOP A PROGRAM TO VAJJDA~ OR AXJD$T, CURRENT 
VACCINE TR.AC@.NG SYS~~.~SU~~TRiEC~~~GERRORIS 
AREMlNiMkZED. 

l ASSURE THAT MEASURES ARE IN PLACE S@THAT l?ElXSO~L.IN 
WHOM THli VACCriNE IS NOT INDICATjED, CHILLY JVOTktAN 
WHO ARE PREGNANT OR POTENTIALLY P~G~A~, b0 NOT 
RECEIVEIT. 

l ASSURE A STEADY AND STEWED ff%JPPLY QF LICENSED 
VACCINE TO MElIT PROGRAM NEXD& 
FUTURE DISRUPTZQN OF PROGRAM A 
EFFORTS TO DEVELOP ALTERNATE S FOR VACCINE 
PROCUIkEMENT. 

l THE BOARD STRONGLY ENDORSES ONGQING ~~~~ TO 
DEVELOP N;EMr GENERATION - VACXXNE3 THAT, ARE 
POTENTIALLY LESS~~~CTOGENSC AND Ctlj.JLD ~~~ LESS 
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FREQUENT DOHNG TQ AFFQRD PROT#X2Tl[ON. WE 
SUPPORT E%‘FOJ&TS WITBlN DOD AND ~,~E~~T~~ OF 
HEALTH AND HUMAN SERVICES TO EXPk&BE ~~~~A~ 
DOSING SCI’%EDULES AND ADM.IWSTRAtibN R@lJTES TO 
fMDNnMIzE IiOCALIZED R?ZACTI&W m;T@ 
AVAILABLE VACCINZ. SUCK STUDW W&L Z.i AD 
TO SIMPLERDOSING SCIfEDULES THAT WILL 
VACCINE MORE: ACCEPTABLE TO MILITARY, A&i3 .OTBER AT RISK 
PERSONNEi bvHILE RBDwxNG THE COltai?LEX LOcfl[STICAL 
CHALLWGE O@ AbwTEmG TRllS VACCiN$ $0 SUCH A 
HIGHLY MOBILE POPULATION. 

These activities shou@ be part of the criteria used in making decisirias about resumption 
of the anthrax immunization program. 

6. The Board is pleased ta continue to assist the DOD as it moves fo-d to develop 
policies regardii~anthrax vac@atiou and other mtiures to pro&% A&xxi Forces 
personnel against the threat of biologic weapons of mass de&q&on. 

FOR THE ARMED FORCl3S EPID 
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